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DETAILED ACTION 

Claim Rejections - 35 USC § 103 

1. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 

rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth 
in section 102 of this title, if the differences between the subject matter sought to be patented and the prior 
art are such that the subject matter as a whole would have been obvious at the time the invention was made 
to a person having ordinary skill in the art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 

2. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 



Claims 1-14 are rejected under 35 U.S.C 103(a) as being unpatentable over Givens et al. 
(US 6,916,291 B2) in view of Dolphin (US 5,916,174). 
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Regarding claim 1, Givens et al. discloses a method for audiological screening of infants and 
newborns employing a handheld screening device having acoustic transmitters (fig 11, item 
475; column 18, lines 59-63), microphone collection means (fig 11, item 481; column 18, 
lines 59-63), a digital signal processor (fig 11, item 450: local device which has a signal 
processor; column 18, lines 64-65), signal transmitters, receivers (fig 11, column 18, lines 34- 
42; local device can receive information and transmit responses) and a display screen 
(column 19, lines 60-67; column 20, lines 1-3; local device is coupled to computer or laptop 
or the like) comprising: 

a. generating one or more stimuli with the acoustic transmitters of the handheld screening 
device in each ear canal of an infant or newborn (fig 11; column 18, lines 59-66), 

b. collecting any transient evoked and/or distortion product otoacoustic emission signals 
generated by the cochlea in each ear canal in response to the stimulus with the microphone 
collection means placed in the ear (fig 11; column 18, lines 59-66), 

c. analyzing the response signals using binomial statistics, different artifact categories by 
the digital signal processor (fig 11; column 18, lines 59-66; disclosed is a local device with 
signal processing capabilities), 

d. transmitting all results all patient related data and all measurement relevant data from the 
handheld screening device transmitter to a patient tracking and screening system installed on a 
remote computer server via transmission means, using an external or built-in modem like 
interface and a predefined protocol (fig 11; column 18, lines 59-66; discloses a expert site, all 
the measurement relevant data is transmitted to expert site via the internet for evaluation 
by clinicians) and 
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e. receiving and displaying on the handheld screening device display screen all patient 
related data directly from a patient tracking system installed on a main server via a link to the 
server (fig 10; column 17, lines 36-67; column 18, lines 1-6). 

Givens et al. fails to disclose that the local audiological screening method incorporates 
scalp electrodes and/or it can collect any click or frequency stimulated brainstem response 
signals by placing electrodes on the scalp. 

However, Dolphin discloses an infant audiological screening device which comprises 
electrodes (figs 1 and 2) and it can collect any click or frequency stimulated brainstem response 
(column 5, lines 60-67; column 6, lines 3-6). 

3. It would have been obvious to one of ordinary skill in the art at the time of invention to 
modify the teaching of Givens et al. in view of Dolphin since by considering more factors for 
the diagnostic procedure can improve the functionality and results of the procedure. 

Regarding claim 10, Givens et al. discloses a device for audiological screening of infants and 
newborns comprising: 

a. means for generating one or more stimuli with acoustic transmitters in each ear canal of 
an infant or newborn (fig 11; column 18, lines 59-66), 

b. means for collecting any transient evoked and distortion product otoacoustic emissions 
generated by the cochlea in each ear canal in response to the stimulus with microphone means 
for generating a frequency mixed product electric signal (fig 11; column 18, lines 59-66), 
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c. means for analyzing the response signals using binomial statistics, different artifact 
categories by a digital signal processor associated with the signal collecting means (fig 11; 
column 18, lines 59-66; disclosed is a local device with signal processing capabilities), 

d. means for transmitting the results all patient related data and all measurement relevant 
data directly from the screening device to a patent tracking system installed on a remote 
computer server(fig 11; column 18, lines 59-66; discloses a expert site, all the measurement 
relevant data is transmitted to expert site via the internet for evaluation by clinicians) and 

e. means for receiving and displaying on the handheld screening device display all patient 
related data directly from a patient tracking system installed on a main server(fig 10; column 
17, lines 36-67; column 18, lines 1-6). 

Givens et al. fails to disclose that the local audiological device has scalp electrodes and/or 
it can collect any click or frequency stimulated brainstem response signals by placing electrodes 
on the scalp. 

However, Dolphin discloses an infant audiological screening device which comprises 
electrodes (figs 1 and 2) and it can collect any click or frequency stimulated brainstem response 
(column 5, lines 60-67; column 6, lines 3-6). 

4. It would have been obvious to one of ordinary skill in the art at the time of invention to 
modify the teaching of Givens et al. in view of Dolphin since by considering more factors for 
the diagnostic procedure can improve the functionality and results of the device. 

Regarding claims 2 and 11, Givens et al. discloses a method and device for audiological 
screening wherein the means to transmit the frequency mixed product electric signal from the 
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audiological screening device to a remote computer system comprises dial-up connections using 
a built-in or attached analog, digital or mobile-phone modem (column 19, lines 48-60). 



Regarding claim 3, Givens et al. as modified by Dolphin discloses a method for audiological 
screening wherein the means to transmit the frequency mixed product electric signal from the 
audiological screening device to a remote computer system comprises LAN connections to 
transfer and receive data in email-, ftp-, and internet (column 19, lines 60-65; column 22, lines 
36-40). 



Regarding claim 4 and 5, Givens et al. as modified by Dolphin discloses a method for 
audiological screening including sending patient list data and other information from the 
audiological screening device to the remote computer server, wherein the patient information 
includes a list of patients that are to be tested next, along with information on the patients 
required by the screening program, and other related information including known risk factors 
or general comments (column 17, lines 36-51). 



Regarding claim 6, Givens et al. discloses a method for audiological screening wherein the 
audiological screening device is programmable from the remote computer server (column 19, 
lines 3-6). 



Regarding claims 7 and 13, Givens et al. discloses a method and device for audiological 
screening wherein the remote computer server receives and transmits screening and patient data 
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via the patient tracking and screening system, which also controls the handheld screening 
device procedures with respect to: 

a. setting the real time clock of the screener user (fig 11, item 490; column 19, lines 34-47), 

b. providing program parameters (column 19, lines 3-6), 

c. uploading software upgrades to a device (column 15, lines 54-58). 

d. sending messages to the screener user, including service-issues and procedures (column 10, 
lines 13-19). 

Regarding claims 8 and 14, Givens et al. discloses a method and device wherein service-issues 
are dependent on measurement results (column 9, lines 35-59). 

Regarding claims 9 and 12, Givens et al. discloses a method and device including combining an 
audiological screening database with other newborn screening data, and using and accessing to a 
commonly used database on a computer or server which generates and then stores all patient and 
result data for different screening methods (column 5, lines 33-43). 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to applicant's disclosure. 
The following references are cited for disclosing related limitations of the applicant's claimed 
and disclosed invention. 

Feezor; Michael D. (US 4038496 A), Freeman; Michael J. (US 4320256 A), Eckstein; Leo K. 
(US 4964304 A), Lovett et al. (US 4989251 A), Sturner; Raymond A. et al. (US 5303327 A), 
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Braun; Leroy et al. (US 581 1681 A), Iliff; Edwin C. (US 6022315 A), Knappe; Michael E. et 
al. (US 6061431 A), Joao; Raymond Anthony (US 6283761 Bl), Hou; Zezhang (US 6322521 
Bl), Raviv, Gabriel (US 20040204191 Al). 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Atia Syed (Tel No. 571 -270-7 134).The examiner can normally be 
reached on Monday-Friday, 8:30AM to 3:30PM. If attempts to reach the examiner by telephone 
are unsuccessful, the examiner's supervisor, Terrell Mckinnon can be reached on 571-272-4797. 
The fax number for the organization where this application or proceeding is assigned is 571-273- 
8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/A. S./ 

Examiner, Art Unit 4185 
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/Len Tran/ 

Supervisory Patent Examiner, Art Unit 3752 



